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Office Action Summary 



Application No. 
09/214,478 



Applicant(s) 



Branton et al. 



Examiner 



Shin-Lin Chen 



Art Unit 

1632 




- The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be evailabte under the provisions of 37 CFR 1 . 1 36 (a). In no event however, may a reply be timely filed after SIX (6) MONTHS from the 
mamng date of this communicatbn. 

- If the period for reply specrHed above is less than thirty {30) days, a leply within the statutory minimum of thirty (30) days wiD be considered timely. 

- NO period for reply b specified above, the maximum statutofy period wffl apply and wiB expire SIX (6) MONTHS from the mailing date of the communication. 

- Failure to reply withm the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. S 1 33), 

- Any reply received by the Office later than three months after the mailing date of this communicatioa even if timely filed, may reduce any 
earned patent temi adrustnwnt. See 37 CFR 1 .704(b), 

Status 

1 ) K Responsive to comnnunication{s) filed on Mar 1 1, 2003 . 

2a) K This actiofris FIWAL. 2b)0 This action is non-final. 

3)0 Since this applicaton is in condition for aifowance except for formal matters, prosecution as fblHe merits is 
closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11; 453 O.G. 213. 
Disposition of Claims 

^> ® 85^88. 92, 93. 95. 99. and WO is/are pending in the application. 



4a) Of the above, claim{s) 
5)K Claim (s) 8 f and 85-87 



6)K Claim(s) 88. 92, 93. 95. 99. and 100 

?)□ Claim(s) 

8)n Claims 



is/are withdrawn from consideration, 
is/are a i lowed." 

is/are rejected. 

is/are objected to. 



Application Papers 

9)0 The specification is objected to by the Examiner. 
10)D The drawjng(s) filed on 



are subject to restriction and/or election requirement. 



. is/are a) □ accepted or bjD objected to by the Examiner. 



Applicant may not request that any objection to the drawingis) be held In abeyance. See 37 CFR 1.85(a). 

IDD The proposed drawing correction filed on is: a)^ approved bjD disapproved by the Examiner 

If approved, corrected drawings are required in reply to this Office action' 

1 2) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) n Acknowledgems.nt is made of a claim for foreign priority under 35 U.S.C. § 1 19{a)-(d) or {f), 
a)n All WD Some* cjD None of: 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. 



3. □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 1 7.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

1 4) K Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 1 9(e). 
a)n The translation of the foreign language provisional application has been received. 

15) S1 Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121. 
Attachnient(s) 

II K Notic of fteterencs Cit«J (PT0.892I 4) Q Interviow Smrn^nr ("0-4131 Paper No(8l. 

21 □ Notice of D«rftspe«on's Patent Dr»«ing Review (PTO-9481 5| Q Notice of Infonnal Patent Applicetion (PTO-1 521 

31 □ Infoimation Oisclosuie Statement(s) (Prai449) Paper Nolsl. 6) □ Otfier: 



U. S. Patent and Trademarlt Office 
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Part of Paper No. 26 
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DETAILED ACTION 

Applicants' amendment filed 3-1 1-03 has been entered. Claims 61-63 have been 
canceled. Claims 88 and 95 have been amended. Claims 81, 85-88, 92, 93, 95, 99 and 100 are 
pending and under consideration. 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 

S^ttlr ■> ??J''"u " "'"'y '"''^'''"^ *° "^^^ and shall set forth the 

best mode contemplated by the mventor of carrying out his invention. 

2. Claims 88, 92, 93, 95, 99 and 100 are rejected under 35 U.S.C. 1 12, first paragraph, as 
containing subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. Applicants' amendment filed 3- 
1 1-03 necessitates this new ground of rejection. 

The phrase"and wherein E4 polypeptides other than said E4orf4 polypeptide are not 
expressed by said vector" in the amended claims 88 and 95 is considered new matter. The added 
material is not supported by the original disclosure. The specification only provides description 
for E4orfs, under the control of CMV promoter, individually cloned into pCDNA3.1 plasmid and 
Figs 1 1 and 12 show adenovirus Ad5 produces E4orf4 and E4orf6 proteins. The specification 
fails to provide sufficient description that E4 polypeptides other than E4orf4 are not expressed in 
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a vector. There is no nexus between cloning E4orfs individually into a plasmid and E4 
polypeptides other than E4orf4 are not expressed in a vector. Cloning E4orfs individually into a 
plasmid does not necessarily mean that E4 polypeptides other than E4orf4 are not expressed in a 
vector. Further, Figs 1 1 and 12 fail to show that E4 polypeptides other than E4orf4 are not 
expressed in a vector. In fact, Figure 1 1 does show coexpression of E4orf4 and E4orf6 (dl 1013 
(orf 4+ 6). Thus, the phrase"and wherein E4 polypeptides other than said E4orf4 polypeptide are 
not expressed by said vector" in the amended claims 88 and 95 is considered new matter. Claims 
92 and 93 depend on claim 88 and claims 99 and 100 depend on claim 95. 

Claim Rejections - 35 USC § 102 
3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application by 
another who has fulfilled the requirements of paragraplis (1), (2), and (4) of section 371(c) of this title 
before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act of 1999 
(AIPA) do not apply to the examination of this application as the application being examined was 
not (1) filed on or after November 29, 2000, or (2) voluntarily published under 35 U.S.C. 122(b). 
Therefore, this application is examined under 35 U.S.C. 102(e) prior to the amendment by the 
AIPA (pre-AIPA 35 U.S.C. 102(e)). 
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4. Claims 88, 92, 93, 95, 99 and 100 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Kaplan et al., (US Patent No. 6,100,086). Applicants' amendment filed 3-1 1-03 
necessitates this riew ground of rejection. 

Claims 88, 92, 93, 95, 99 and 100 are directed to an expression vector comprising 
nucleic acid sequence encoding SEQ ID No. 4 (E4orf4) and capable of inducing apoptosis, 
wherein said nucleic acid is operably linked to a heterologous inducible, constitutive, or cell-type 
specific regulatory sequence and E4 polypeptides other than E4orf4 are not expressed in a vector, 
and a pharmaceutical composition comprising said expression vector and a pharmaceutically 
acceptable carrier. Claims 93 and 100 specify the nucleic acid is an adenoviral vector or a 
retroviral vector. 

Kaplan teaches construction of an Ad2 vector by inserting a transgene into the Ad2-pgal- 
7 vector after removing the beta-galactosidase gene to form Ad2 vector with an E4orf4 E4 region 
(Ad2/pgal7 (E4orf4)). "The E4 cassette is preferably provided on a single vector although 
individual ORFs of the E4 cassettes may be provided on separate vectors as needed. The E4 
cassette... may be placed under the control of heterologous promoters such as CMV" (column 11, 
lines 13-33, example 5). Kaplan teaches Ad2 vectors comprising one or more E4orfs can be 
made by recombinant DNA method, such as PCR amplification (bridging column 17-18). The 
buffer solution containing the Ad2/pgal7 (E4orf4) vector is considered a pharmaceutically 
acceptable carrier. Thus, claims 88, 92, 93, 95, 99 and 100 are anticipated by Kaplan. 
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Conclusion 

Claims 88, 92, 93, 95, 99 and 100 are rejected. Claims 81 and 85-87 are in condition for 
allowance. 



5. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action, hi the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 CFR 
1.136(a) will be calculated from the mailing date of the advisory action, hi no event, however, 
will the statutory period for reply expire later than SIX MONTHS from the date of this final 
action. 



Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Shin-Lin Chen whose telephone number is (703) 305-1678. The examiner 
can normally be reached on Monday to Friday from 9 am to 5:30 pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Deborah Reynolds can be reached on (703) 305-4051. The fax phone number for this 
group is (703) 308-4242. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group receptionist, whose telephone number is (703) 308-0196. 




Shin-Lin Chen, Ph.D. 



